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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C s 1 33^ 
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1) □ Responsive to communication(s) filed on __ 

2a) □ This action is FINAL 2b) H This action is non-final. 

3) □ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte QuajA/§35 CD. 11; 453 O.G. 213. 
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4) B Claim(s) 1-20 . , . 

v ' . . is/are pending in the applies 



4a) Of the above, claim(s) 

5) D Claim(s) 

6) D Claim(s) 

7) D Claim(s) 



8)K Claims 1-20 
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DETAILED ACTION 

Please Note 



Please Note: In an effort to enhance communication with our customers and reduce 

^^k^^^ run T a Fax Response Pilot for 

nuSte? fe 7o1' ™ f™l t p maChm ? ,S m P ' aCe t0 receive y° ur responses. The Fax 
number is 703-305-3704. A Fax cover sheet is attached to this Office Action for vour 

convenience. We encourage your participation in this Pilot Program If you have anv 

ZftTl °;A Ug9 ? ti0nS ' P ' eaSe COntact Paula Supervisory Patent ExamTner at 

paula^hutzelKguspto.gov or 703-308-431 0. Thank you in advance for allow ng us to 
enhance our customer service. Please limit the use of this dedicated Fax number to 
responses to Written Restrictions. num D er to 

I • Applicant's submission of the instant application as a 371 is acknowledged 
however the first claim does not provide a technical feature that is distinguished over 
m!t^H r f ^ aS ,-? V,de ?u Ce w by Wig2e " et aL ( WO - A -94 14067)(in IDS) who teach a 
n a tnt. TH ent '^ ng . the V 9606 USa9e ° f T Ce,ls which are "*ponsiWin sarcoidosis 

II !n f V me i d c ° m P. nses obtaining bronchoalveolar samples from sarcoidosis 
patients .e samples conta.n.ng T cells which have responded to antigen) and samples 
from healthy subjects, and incubating the T cells with TCR specific monoclonal 
ant.bod.es (with specificity for specific Valpha or Vbeta regions) and comparing the V 
?7 n «oi ,S8 ^ I cel ' s JD sick and healthy subjects (see entire article, including pages 
47-62). Therefore, the instant invention lacks Unity of Invention. 

2. This application contains claims directed to more than one embodiment of the 
generic mvent.on These embodiments are deemed to lack unity of invention because 
tney are not so linked as to form a single general inventive concept under PCT Rule 

3. Therefore, applicant is required under 35 U.S.C. 121 and 372: 

To elect a specific embodiment: of the method of identifying an antiqen- 
responsiye T cell comprising eithexAVfor each of a plurality of T cell receptors or B) 
individually for each of a plurality^fs ublels^T cell receptors, as recited in claim 1 
part 2. — . 

To elect a specific embodiment: of the method of identifying an antigen- 
responsive T cell comprising either^A)/wherein a sample is obtained from a non- 
dise^sed sitepf an individual and from a diseased site of an individual, as recited in 
claimXor B) wherein a sample is obtained from a non-diseased individual and from a 
diseased (-individual, as recited in claim^X 

To elect a specific embodiment: of the method of identifying an antigen- 
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responsive T cell wherein the subset of T cell receptors is a subset wherein A) each T 
cell receptor comprises a specific alpha region as recited in claim 6 or B)Teach T ce/ 
receptor composes a specific beta region as recited in claim 7, or C) each T cell 
receptor comprises a specific alpha region and a specific beta regbn as recSd in 

To elect a specific embodiment: of the method of identifying an antiaen- 
respons.ve T ce wherein the method comprises a method which qlantS the 
amount of specific T cell receptor RNA or the amount of T cell receptor RNA fn a 
specific subset, as recited in claims 2-11, or B) antibodies which bind to a specific T cell 
receptor or a specific subset of T cell receptors as recited in claims 12-14 or C a 

T cel.°~ ° f SP6CifiC T Ce " rece P tor DNA or t^e amount of 

i ceil receptor DNA in a specific subset as recited in claims 15-17. 

an , To e "f c ! a specific embodiment: of the method of treating a patient with an 
antigen media ed disease wherein the method comprises ) T cell vaccination B) anti- 
ant,boc, y treatment or Opeptide immunization as recited in claim 20. 

4. The species are distinct each from the other for the following reasons- 

u f " r T M? tnods of determining gene expression of Individual TCR versus 
subsets of TCR encompass different ingredients and endpoints, 

b^ Methods of identifying an antigen responsive T cell within an individual 

d^S*ri ,,ta,Bnt indiVidUa ' S enC ° mpaSS different method s t e P s . s ^P'es and 
t r«ii rLo f Methodsof identifying an antigen-responsive T cell wherein the subset of 
^rB^o^lnteT" 86 ^ Vari8ble re9i0nS enC ° mpasS different ingredients and 
th* mihoH Methods °f treating ^patient with an antigen mediated disease wherein 
he method comprises ) T cell vaccination, B) anti-TCR antibody treatment or Opeptide 
immunization encompass different ingredients and method steps. 

5 'h- u t Appl ! cant » required, in response to this action, to elect a specific species to 
which the claims shall be restricted if no generic claim is finally held to be allowable 
The response must also identify the claims readable on the elected species including 
any claims subsequently added. An argument that a claim is allowable or that all claims 
are generic is considered non-responsive unless accompanied by an election. 

t . • Up *° n t 5 e . t allow 1 ance of a generic claim, applicant will be entitled to consideration 
I l^mV?: add,t,0 ( nal species which are written in dependent form or otherwise include 
an the limitations of an allowed generic claim as provided by 37 CFR 1 141 If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 
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7. The following claim(s) are generic: claims 1 , 1 8-20. 

S M 03 o" the oftr^o" adm,SS '° n ™ V * ^ 3 Under 35 ^-C 

9. Applicant is advised that the response to this requirement to be comolete must 
\ZTse7. ^ * '' nVenti ° n t0 b * eXamined even thou ^ 

1 0. Applicant is reminded that upon the cancellation of claims to a non-elected 
-nvent.on, the inventorship must be amended in compliance with 37 C R § 1 48(b) if 
one or more of the currently named inventors is no longer an inventor of at least one 
claim remaining in the application. Any amendment of inventorship must be 
accompanied by a diligently-filed petition under 37 C.F.R. § 1 .48(b) and bv the fee 
required under 37 C.F.R. § 1.17(h). y 

11. An y inquiry concerning this communication or earlier communications from the 
exam.ner should be directed to Amy DeCloux whose telephone number s (703) 306 
5821 . The examiner can normally be reached Monday through Friday from 9 00 am to 

rirhTIL meSSa9 ! ^ * ' eft ° n the examiner ' s voice ™S s ^'ce If Attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor Christina 
Chan can be reached on (703) 308-3973. Any inquiry of a general nature or retina to 
the status of this application should be directed to .the Technology ^Center 1600 9 
receptionist whose telephone number is (703) 308-01 96. 

. . Pa . pe ; s relate d.to this application may be submitted to Technology Center 1600 
by facsimile transm.ss.on. Papers should be faxed to Technology Center 1600 v a the 
l?£ a * C . 6nter l0C8ted in Crystal Ma " 1 • The faxin 9 of such papers must conform 

Thl rMi?T liSh t e f ''l the 0ffiCial Gazette ' 1096 OG 30 (November 15 1989™ 
The CM1 Fax Center telephone number is (703) 305-3014. 

Amy DeCloux, Ph.D. /7 

Patent Examiner ^<^W £ J^U^^^. 
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